Dr.Reddy’s Q¢

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJII3A

[Product Ibuclin Express (Ibuprofen+Paracelamol), powder for oral solution, 400 mg + 325 mg

TpoAykt HGyxnun™ Dxcenpece (ubynpoden + napaueramon), TMOPOLLIOK 115 NPHTOTOBNEHNS PacTBOPa
e Ans npuema sayTpb, 400 Mr+325 mr

BatchNo. / 1 V2302279 Batch Quantity / 1 17123.22 units /

CepHi Ne O6weM naptiti 17123.22 eannny

Analytical Report No. / : 890001702574 Date of Analysis / £ 29.11.2023

AnaJiirruyeckuif otyer Ne Jlara ananusa

Date of Manufacture / 1 1172023 Date of Expiry / 1 10/2025

Hara nponssosctsa lonex oo

Analysis performed according ND / Auanus nposenes no HJ1: JITI-007239-300721

ONe | Test / IlokazaTeab Result / PesyabraTh Specification / Hopma
1 |Description / Omucanue White powder, with a|White to off-whitt powder, with a
characteristic odor, /| characteristic odor. / ITopomok ot 6enoro
Tlopowiok 6enoro nBera c| ao moyru Genoro mnpera, ¢ XapaKTepHbIM
XapaKTEPHBIM 3aMaxoM. 3aMaxXoM.,
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHOBIeHHbIH pacTBop characteristic odor, with small| odor shall be observed, may have small
mount of suspended particles.| amount of suspended particles. /
- appearance / onucatue E Becusernslii  pacTBOop c| BecUBETHBI pacTBOp C XapaKTepHBIM
ApaKTEPHBIM  3allaXxOM, C| 3allaXOM, C BO3MOXHBIM CONEPKAHMEM
He6OIbILHM KOJIMYECTBOM | HEQONBILOrO KOAMYECTBA  B3BEIISHHBIX
B3BEILEHHBIX YACTHIIL. 4acTHl.
- Color of the solution / Complies / Color intensity of the solution does not
yeemrocme CootBeTcTBYeT exceed color intensity of reference standard
Bo. / PacTBOp nomkeH GbITh OKpalleH He
6onee HHTEHCHBHO, Y4eM 3TaNioH B,
3 | Dissolution time / 01 min 02 sec / 01 mun 02 cex| Not more than 5 min. / He 6onee 5 mun.
Bpemsi pacTBopeRus
4 | pH of solution / pH pacTrOpa 6.5 5.8t07.8./0r5,8 no 7,8.

Remarks : The Product confirms to ND/

Tpusevanne: Tpogyicr coorsercTyeT Tpebopannam HJT

Conclusion : APPROVED /
3akimoyenne: QJIOBPEHO

Prepared by /
Tlonrorosneno: Ranjeet
Maurya

Checked by /
[poeepeno: Santosh Kumar

Approved by: Manager/Executive / -
Onobpeno: Menemxep / Pykoaonumnbfjlg[ﬂ‘- A

Manoj Kumar

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Harta: 29.11.2023

Reprint Date /
Jata: 29.11.2023

G - 50003
cmnail: mailadEder

4, Telangana, India

:Addys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTM3A
Product Ibuclin Express (Ibuprofent Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipopyxr  : Héyknun™ Dxenpece (nGynpoden + napaneramon), NOPOWOK AN NPUrOTORJCHHA PacTBOPaA
AJiA IpHeMa BHYTpe, 400 Mr+325 mr
Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Cepis Ne O6sem napTuu 17123.22 eanHNL
Analytical Report No. / : 890001702574 Date of Analysis / 1 29.11.2023
AHaluTH4Yeckuii otyeT Ne Hata aHanm3a
Date of Manufacture / : 1172023 Date of Expiry / 0 1072025
JlaTa npouzeoacTea Toxmex no
Analysis performed according ND / Auanuz nposenen no HJL: JI[1-007239-300721
ONe Test / lloka3aress Result / PesyanraTsl ~ Specification / Hopma
5 [Identification / IlogauHHOCTE Complies / The retention times of the main peaks in the
CootseTcTRyer chromatograms of test solutions should
RAEET correspond to those in the chromatograms of
— Ibuprofen / ubynpodgen reference  standards  solution (Assay
section). / BpeMsl yiepUBaHHS OCHOBHBIX
~ Paracetamol / napayemamon MHKOB Ha XPOMATOTPAMMAX HCUbITYEMbiK
pacTBOPOB  JIODKHEI  COOTBETCTBOBATH
BpeMeHaM YAEpKHUBAHUSA
COOTBETCTBYIOUIUX OCHOBHBIX IIHKOB Ha
XpOMAaTOrpaMMax pacTBOpa CTaHAAPTHBIX
obpasuos  (pasmen  «KomuuecTBeHHOE
OTpeaeTIeHHEY).
B) by HPLC-UV / B3XX-Y® Complies / When carrying out the "Assay" test, the
CootBercrByeT UV spectra of the test solutions should
= Ibuprofen / ubynpogper correspond to those of ibuprofen and
— Paracetamol / napayemamon paracelamol  slandard  solutions. / Ilpu|
nposenesun  Tecta  «KonMuecTBeHHOE
onpeneneHye» Y O-CNeKTpbl UCHBITYEMBIX
pacTBOPOB JIOJDKHBI COOTBETCTBOBATH Y D-
CIIEKTpam CTaHAAPTHBIX pacTBOpOB
ubynpodena u napaneramona.

Remarks : The Product confirms to ND/

IIpumeuanne: ITpogykr cooteTcTBYeT TpeboranuaM HI

3arJo

Conclusion : APPROVED /

yenue: OJJOGPEHO

Prepared by / ()~

IoarorosneHo: Ranjeet
Maurya

Checked by /
ITpoepeno: Santosh Kumar

~—

Approved by: Manager/Executive /
Onobpeno: Menemxiep / PykoBozurenb
Manoj Kumar

b/

Reprint Date /
Hata: 29.11.2023

Reprint Date /
Hata: 29.11.2023

Reprint Date /
Hata: 29.11.2023

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4300 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg +325 mg
Oponykr : MOykmmu" Sxcnpece (nBynpoden + napaueramon), TNIOPOLLOK NS NPHTOTOBACHIS pacTBOPa

A7 npHeMa BuyTpb, 400 Mr+325 Mr o
Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Cepus Ne O6wem naptin 17123.22 eunnig
Analytical Report No. / : 890001702574 Date of Analysis / 1 29.11.2023
AHanuTHyeckuif otuet Ne Jlata aHanuza
Date of Manufacture / :11/2023 Date of Expiry / 1 1072025
Jata npoiizBoacTsa Tozex no

Analysis performed according ND / Ananus nposesnen no HZI: JITT-007239-300721

PoacreesnbIe MPHMECH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Below BDL (BDL~= 12349) /
Hipxe nopora peructpainu
(TTP =12349)

Below BDL / Huxe nopora
perucTpanuu

Below LOD (LOD = 0.01 %) /
Hwxe npegena o6HapyxeHus
(II0=10.01 %)

ONe Test / IlokazaTen Result / PesyabraTsi Specification / Hopma
6 |Particle size / Pazmep qacTHi 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuu pasmepom meHee 2 MM
— He MeHee 95 %,
86 % Particle size less than 0.25 mm — not less
than 60 %. / qacTuIl pasmMepoM MeHee
0,25 MM — e Meree 60 Y.
7 |Water / Boxa 4.8 % Not more than 8.0 % w/w. /He 6ouee 8,0 %.
8 |Related substances/

Individual unidentified impurity - not more
than 0.15 %. / Equsuynas
HEHIEHTHPUIUPOBAHHAS IPUMECE - HE
6onee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma nipumeceii - He 6oiee 0,5 %.

Impurity K - not more than 0.15%. /
ITpumecs K - ne 6onee 0,15 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3axmouenne: QJJOEPEHO

Ipumeuanre: [TponykT cooTeTcTByeT Tpebosanuam HJT
Prepared by / q:::f Checked by /

Approved by: Manager/Executive /

o)

Hara: 29.11.2023 Jlata: 29.11.2023

[oarorosneno: Ranjeet ITposepeno: Santosh Kumar OpnobpeHo: Menenxep / PykoBogutens
Maurya L= Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.11.2023

Registerad Office: 8-2-337, Ro2d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Jel: +91 40 4900 2900, Fax: +91 40 45060 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHA3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

[TpomyxT Hoyknun™ Dxenpece (nBynpoden + napaneramos), NOPOLIOK AT NPHIOTOBIEHHS PACTBOPA
ATt mpyeMa BHYTpb, 400 Mr+325 mr ,

Batch No. / 1 V2302279 Batch Quantity / 1 17123.22 units/

Cepus Ne O6BeM napTiiu 17123.22 emyinnn

Analytical Report No. / : 890001702574 Date of Analysis / : 29.11.2023

AHauTHYeCKHHA 0TYeT No Jara aHanu3za

Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025

Jata nponsgoacTea Copew 10

Analysis performed according ND / Ananu3z nposeaei no HJ{: JIIT-007239-300721

ONo Test / Iloka3zaTenb Result / PesyapTaThl Specification / Hopma
Below BDL (BDL= 6244) / |Individual unidentified impurity - not more
Hixe nopora peructpauuu  [than 0.10%. / Ennnnynan
(ITP =6244) HeUJeHTH(DULMPOBaHHAS NIPUMECH - HE
6onee 0,10 %.
Total impurities - not more than 0.5%. /
Below BDL / Huxe nopora Cymma nprmeceii - e 6oree 0,5 %.
perucTpaiuu
| 9 (Uniformity of dosage units /
OHOpPOAHOCTH 4O3HPOBAHHS :
- ibuprofen / ubynpogen 1.7 Acceptance value (AV) should not be more
' than 15.0. / [Toka3aTens npueMiIeMoCTH
(AV) nomxeH 651Th He Gosiee 15,0.
S —— Acceptance value (AV) should not be more
—PENACEIaNes pan 1.2 than 15.0. / [Toka3aTenb npreMIEMOCTH
(AV) nomxeH 65iTh He Gonee 15,0,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumevanue: [Iponykt cooTBeTCTBYET TpeGoanusm HJT 3armouenne: OJOLPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive / y

[onroroeneno: Ranjeet IIpoBepeno: Santosh Kﬂmar OpobpeHo: Menemxep / PykoBoauTens w
Maurya as Manoj Kumar ; '

Reprint Date / Reprint Date / Reprint Date /

Jara: 29,11.2023 Hata: 29.11.2023 Hata: 29.11.2023

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIU3A

Product
ITponykt

. Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
: MBykmun”™ Dxenpece (nGynpodies + napaueramon), MOPOLIOK [U1A IPUTOTOBEHHS PacTBOPA
JU1s IpHeMa BHyTpb, 400 Mr+325 Mr

Batch No. /
Cepust Ne

1 V2302279

Batch Quantity /
ObwemM napTun

: 17123.22 units /
17123.22 equnun

Analytical Report No. / : 890001

AHanuTHYECKHI oTyeT No

702574

Date of Analysis /
Jlara aHanu3za

: 29.11.2023

Date of Manufacture /
aTa MPOU3BOACTBA

1 1172023

Date of Expiry /
Tozen g0

1072025

Analysis performed according ND / Ananiis nposezier no HII: JIT1-007239-300721

[ ONe | Test / IToka3zaTenas

Result / PesyasTaThl

Specification / Hopma e

Microbial limits
Miticp oG OIOT I’ ICQICA *INOTOTA

10

/
NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OtcytcTBYET B Ir

a) Total aerobic microbial count - not
more than 1000 CFU/g. /

O61ee YHCI0 a3pOOHBIX MHKPOOPraHH3MOB
- He 6onee 1006 KOE/T.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

ObI1iee YHCIO APOMCOKEBLIX W IIECHERBIX
rpubos - He 6onee 100 KOE/r.

c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcytcTeue B 1 .

- pavacetamol / napayemamon

11 | Assay / KoanyecrBenHoe
onpepeseHIe
{ - ibuprofen / ubynpoghen 400.0 mg (100.0%) /
! 400.0mr (100.0%)

328.4 mg (101.1%) /
328.4 mr (101.1%)

360.0 mg to 4400 mg of Ci3Hiz0,
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3Hi30; (mbympoden) (ot 90,0 % 1o
110,0 % OT HOMHHAIBHOTO COHEPXAHHUS) B
OIHOM IaKeTHKE.

292.5 mg to 357.5 mg of CgHsNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / O1 292,5 mr 210 357,5 Mt

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [IponykT cootBeTcTBYET TpeboBanuam HJT 3aknouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TloaroTopsnero: Ranjeet TMposepeHo: Santosb}kmnar Onobpeno: Meremxep / Pykoponurens w
Maurya e Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Hara: 29.11.2023 Hara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 <10 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AS07

www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product - Ibuclin Express (lbuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tponykr @ H6yinus® Dkenpece (ubynpodied + napaleTamon), IOpOLIOK [ IPHIOTORNCHHA PacTBopa
JUIA IpUeMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Cepus Ne O6BeM NapTHU 17123.22 equuuiy
Analytical Report No. / : 890001702574 Date of Analysis / : 29.11.2023
AHAMUTHYECKHH oTyeT Ne JlaTa aHann3a
Date of Manufacture / 1 1172023 Date of Expiry / . 10/2025
JlaTa npon3BOACTBA ToxeH 1o
Analysis performed according ND / Ananus npopeaer no HJI: JI[1-007239-300721
ONe Test / Iloxa3zaTeJb Result / PesyabTaThl Specification / Hopma
CsHoNO; (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMHHAJILHOTO COAEPXKAHHS) B
e OJJHOM TAaKeTHKe.

12 |Package / YnakoBka 5 ginasachet of a combination|5 g in a sachet of a combination material
material (laminated | (laminated papet/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and|information leaflet in carton pack./IToSrs
patient information leaflet in| naxervke H3 KOMOWHUPOBAHHOrO
carton pack. / Ilo 5 r B|MaTepuana (1aMMHHpOBaHHas
naKeTuke n3 | 6ymara/TISHIl/anroMuHueBas
KOMOWHHPOBaHHOTO donura/I[IBHIT). o 6 unu 9 nakeTHkoB
MaTepuaia (JaMUHHPOBAaHHAs | BMECTE C HHCTPYKLHEH [0 MPUMEHEHHIO B
6ymara/TIOHI1/anroMHHHEBasl | Na4Ky KapTOHHYIO.
¢onsra/TISHII). ITo 9
MaKEeTHKOB BMeCTe ®
HHCTPYKLIMEH no
TNPUMEHEHHIO B nayky
KApTOHHYIO.

13 |Labeling / MapkupoBKa According to ND. / B cootsetcreun ¢ HJI.

14 [Storage conditions / Store below 25 °C. / [Ipu Temnepatype He Bbile 25 °C.

Xpanenue

15 |Shelf life / Cpox roagsocTu 2 years. / 2 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIprumeuanue: [Tpoaykr coorsercTyeT TpeboBanuam HJI 3axaoyenue: OJJOGPEHO

Prepared by / (1)
Honrorosneno: Ranjeet

Maurya

Checked by /
[Mpoeepeno: Santosh Kumar

i

Approved by: Manager/Executive /
Onobpeno: Meremxep / PyKoBoaHTE b
Manoj Kumar

o]

Reprint Date /
HJara: 29.11.2023

Reprint Date /
MMata: 29.11.2023

Reprint Date /
Jara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1384PLCO01507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product : Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyxt U6ykmun® Dxcnpecc (ubynpoden + napauetamon), NOPOLIOK AJIS IPHIOTOBIIEHHA PacTBOpa

JUTs TpHeMa BHYTPb, 400 Mr+325 mMr

Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Ceprg Ne O6bem napTin 17123.22 epuMHAnL
Analytical Report No. / : 890001702574 Date of Analysis / 1 29.11.2023
AHanuriyeckui otder Ne Jlara aHanusza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
JlaTta npoH3BOACTRA Fonen mo

Analysis performed according ND / Ananus nposefien mo HJI: JII1-007239-300721

API name / Haumenosanue A®C:

Ibuprofen sodium dihydrate /
Ubynpodena HaTpus JUTHAPAT

Paracetamol / [Taparieramon

npoussogurens IJIMD:

INN / MHH: Ibuprolen / Hoynpodes Paracetamol / [Tapareramon
API manufacturer batch number /

Homep cepru npouseoautens APC: SBIF0061 APAPE2023060634

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHH FEQA00014 FEQA00344

API Manufactured by & country /
Ipouseoaurenr APC, crpana:

BASF Corporation, USA /
BAC® Kopropeiims, CIITA

Granules India Limited, India /
I'pauynec Uunus Jlumuren, Mupns

| Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpnmeyaunue: [Tponykr cooTBeTCTBYET TpeboBarusm H]T 3axmoyenne: OJIOGPEHO

Prepared by / C;b/ Checked by / Approved by: Manager/Executive /

MonroropnicHo-Ranjeet ITpoBepeHo: Santosh Fzumar Ono6peno: Menemxep / PykoBoAUTENb W
Maurya = Manoj Kumar : —"

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.11.2023 Hara: 29.11.2023 Jara: 29.11.2023

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 10 4900 2299, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




